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DETAILED ACTION 

Status of Application 

1 . Claims 1 -5 are present for examination at this time. 

Claim Objections 

2. Claim 5 is objected to because of the following informalities: Claim 5 is missing 
a period at the end of the claim. It also appears to be missing the phrase "sulphonate, 
magnesium 2-amino-ethane sulphonate, choline tartrate and trichloroacetate." 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-5 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 

with the enablement requirement. The claims contains subject matter which was not 

described in the specification in such a way as to enable one skilled in the art to which it 

pertains, or with which it is most nearly connected, to make and/or use the invention. 

The factors to be considered in determining whether a disclosure meets the 
enablement requirements of 35 U.S.C. 112, first paragraph, have been described in 
In re Wands, 858 F.2d 731 , 8 USPQ2d 1400 (Fed. Cir., 1988). The court in Wands 
states, "Enablement is not precluded by the necessity for some experimentation, 
such as routine screening. However, experimentation needed to practice the 
invention must not be undue experimentation. The key word is 'undue', not 
'experimentation'" (Wands, 8 USPQ2sd 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required 
to make or use the invention. "Whether undue experimentation is needed is not a 
single, simple factual determination, but rather is a conclusion reached by weighing 
many factual considerations" {Wands, 8 USPQ2d 1404). Among these factors are: 
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(1) the nature of the invention; (2) the breadth of the claims; (3) the state of the prior 
art; (4) the predictability or unpredictability of the art; (5) the relative skill of those in 
the art; (6) the amount of direction or guidance presented; (7) the presence or 
absence of working examples; and (8) the quantity of experimentation necessary. 

While all of these factors are considered, a sufficient amount for a prima facie 
case is discussed below. 

(1) The nature of the invention and (2) the breadth of the claims: 

The claims are drawn to a method of treating glaucoma with the administration of 

a therapeutically effective amount of propionyl L-carnitine or its pharmaceutically 

acceptable salt. Thus, the claims taken together with the specification imply that the 

administration of a therapeutically effective amount of propionyl L-carnitine can treat all 

forms of glaucoma. 

(3) The state of the prior art and (4) the predictability or unpredictability of the art: 
The state of the prior art is that glaucoma is an eye condition characterized by 
raised intraocular pressure which can damage the optic nerve if untreated (see The 
Royal Society of Medicine). Glaucoma treatment involves the use of dugs to lower the 
raised intraocular pressure such as beta-blockers, sympathomimetics, carbonic- 
anhydrase inhibitors, and others. The drug chosen is dependent on the type of 
glaucoma. The state of the art is that reduction of intraocular pressure is the only 
clinically proven treatment (see The Royal Society of Medicine and Merck Manual). 

(5) The relative skill of those in the art: 
The relative skill of those in the art is high. 

(6) The amount of direction or guidance presented and (7) the presence or 
absence of working examples: 
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The specification has provided guidance for neuroprotection of the optic nerve to 
some degree in the presence of glaucoma. 

However, the specification does not provide for guidance and enablement for the 
treatment of glaucoma. The specification provides examples that showed some 
neuroprotection of the astrocytes in the presence of the induced IOP with 
methylcellulose (MTC) as no necrotic cells were detected. However, example 1 does 
not indicate how long the IOP was maintained for the groups and if the duration of the 
increased intraocular pressure was the same or different for group 2 and 3. If the 
duration for the elevated IOP was different for the two groups, it would not be an 
accurate comparative, and as it is unclear what the duration was, it is unclear if an 
adequate amount of time was present to allow a demonstration of necrosis and does 
not allow one of skill in the art to duplicate the example. 

The examples, particularly Example 3, shows that there was better perfusion for 
neuroprotection but no significant decrease in the intraocular pressure which is the only 
clinically proven means of treatment (Page 11). There are glaucoma treatments that 
improve aqueous outflow, reduce the production of the aqueous, or both to reduce the 
intraocular pressure (see Mayo Clinic sheet) but the Example 3 only shows better 
perfusion which should reduce the pressure but does not. Additionally, the example 
does not address if the patients were being treated with any glaucoma drugs at the time 
as that would affect the results since the specification states that the subject had stable 
glaucoma which means glaucoma was stable and present prior to the test, and stable 
and present after the test with the propionyl L-carnitine. As a result, the glaucoma has 
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not been treated but neuroprotection of the optic nerve in the presence of glaucoma is 
shown. 

(8) The quantity of experimentation necessary: 

Considering the state of the art as discussed by the references above, 
particularly with regards to using the invention and the high unpredictability in the art as 
evidenced therein, and the lack of guidance provided in the specification, one of 
ordinary skill in the art would be burdened with undue experimentation to practice the 
invention commensurate in the scope of the claims. 

Conclusion 

5. Claims 1-5 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GIGI HUANG whose telephone number is (571 )272- 
9073. The examiner can normally be reached on Monday-Thursday 8:30AM-6:00PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fredrick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 1612 



